MAR I 4 1997 




Margaret Brumm 
Eli Lilly and Company 
Patent Division/MMB 
Lilly Corporate Center 
Indianapolis, IN 46285 



UNITED STAT. VARTMENT OF COMMERCE 
Patent and Trademark Office. 
ASSISTANT SECRETARY AND COMMISSIONER OF 
PATENTS AND TRADEMARKS 
Washington, D.C. 20231 



Re: GEMZAR™ 
Docket No. 96E-0314 



In re Eli Lilly and Company 
U.S. Patent No. 4,808,614 
Application for Patent Term Extension 



: Decision Dismissing 

: Application for Patent Term 

: Extension 



An application for extension of the term of U.S. Patent No. 4,808,614 (*614) was filed under 
35 U.S.C. § 156 in the Patent and Trademark Office (PTO) on July 12, 1996. 

The application is dismissed. 
Claim 1 of the '614 patent states: 

1. A nucleoside of the formula 
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wherein 

R 1 is hydrogen, methyl, bromo, fluoro, chloro or iodo; 
R 2 is hydroxy; 

Mis hydrogen, bronio, chloro or iodo. 





CH=CHR* 



As stated by applicant, when the base R is: 
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the carbohydrate is in the ribose configuration, the configuration of the juncture between the 
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N 
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ribose and the base is P 

and R 1 is hydrogen, therTclairnTclaims gemcitabine ^'-deoxy^'^'difluorocytidene (p- 
isomer)). Applicant also states that claims 2, 7, 8, 11 and 12, which all depend from claim 1, 
also claim gemcitabine. 

35 U.S.C. § 156 states: 

(a) The term of a patent which claim s a product, a method of using a product, or a 
method of manufacturing a product shall be extended in accordance with this section 
from the original expiration date of the patent if- ... . 

(4) the product has been subject to a regulatory review period before its 
commercial marketing or use; . . . 
(f) For the purposes of this section: 

(1) The term "product" means: ... 
(A) A dru g product : . . . 

(2) The term "dru g product" means the active ingredient of- 

(A) a new drug, antibiotic drug, or human biological product (as those terms are 
used in the Federal Food Drug ans Cosmetic Act and the Public Health Service Act) or 
. . . including any salt or este r of the active ingredient, as a single entity or in 
combination with another active ingredient, (emphasis added) 

Accordingly, one requirement of the statute is that the patent to be extended claim the active 
ingredient of the drug product which has been subject to regulatory review, its salt or ester. 
See Glaxo Operations UK Ltd. v. Ouigg . 13 USPQ 1628 (Fed. Cir. 1990). 

As confirmed by the March 7, 1997 letter from Ronald L. Wilson, the product in question 
which has been subject to regulatory review is GEMZAR™, has the active ingredient 
gemcitabine hydrochloride (the chemical name is 2 , -deoxy-2 , ,2 , difluorocytidene 
mon[d]ohydrochloride (p-isomer)). See numbered paragraph one of the application for patent 
term extension and the product information sheet, Exhibit I, to the application for patent term 
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extension. Gemcitabine hydrochloride has the following structure: 



NH Z «HCI 




Gemcitabine hydrochloride is a salt of gemcitabine (2 , -deoxy-2 , ,2 , difluorocytidene (p- 
isomer)). 

As stated by applicant the '614 patent claims gemcitabine. Gemcitabine, the product claimed 
in the patent, is not the same as the active ingredient gemcitabine hydrochloride and is neither 
a salt 1 nor an ester 2 of the active ingredient gemcitabine hydrochloride. Accordingly, since the 
'614 patent does not claim either the active ingredient, a salt of the active ingredient, or an 
ester of the active ingredient, the patent is not eligible for patent term extension under 35 
U.S.C. § 156. 

In view of the above, the patent is not eligible for patent term extension and the application for 
patent term extension is dismissed . 

A single request for reconsideration of this decision may be made by the applicant within ONE 
MONTH from the date of this letter. See 37 C.F.R. 1.750. Extensions of time under 37 CFR 
1.136 are available. 

Any correspondence from applicant with respect to this matter should be addressed as follows: 



1 A salt is "the compound formed when the hydrogen of an acid is replaced by a metal or its 
equivalent (e.g. an NH 4 + radical). Example: 

HC1 + NaOH - NaCl + H 2 0. 

This is typical of the general rule that the reaction of an acid and a base yields a salt and a water " 
Hawley's Condensed Chemical Dictionary, Twelfth Edition, Van Nostrand Reinold Company, 
NY. 

2 The compound formed by the elimination of water and the bonding of an alcohol and an 
organic acid. 
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By mail: 



Assistant Commissioner for Patents 
Box Patent Ext. 



Washington, D.C. 20231 



By FAX: 



(703) 308-6916 

Attn: Special Program Law Office 



By hand: 



One Crystal Park, Suite 520 
2011 Crystal Drive 
Arlington, VA 



Telephone inquiries related to this notice should be directed to Karin Tyson at (703) 306-3159. 



Hiram H. Bernstein 
Senior Legal Advisor 
Special Program Law Office 
Office of the Deputy Assistant Commissioner 
for Patent Policy and Projects 

cc: Ronald L. Wilson, Director 

Health Assessment Policy Staff 
Office of Health Affairs (HFY-20) 
Food and Drug Administration 
5600 Fishers Lane, Room 15-22 
Rockville, MD 20857 




